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AN OVERVIEW OF OGD 
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October 18, 1999 
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Office of Generic Drugs 
Immediate Office 

Doug Sporn, Director 
Gary Buehler, Deputy Director 

Mary Fanning, M.D.,Ph.D. 
Associate Director for 

Medical Affairs 

Frank 0. Holcombe, Ph.D. 
Associate Director for 

Chemistry 

Rita Hassall, BSN, 
Special Assistant t 

Director 

Cecelia Parise, R.Ph. 
Special Assistant for 
Regulatory Policy 

onald Hare, R. Ph. 
Special Assistant for 
Regulkory Policy 

Ruth A. Warzala 
Computer Specialist 

(Lead) 
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Mary Fanning, M.D., Ph.D. 
Associate Director for Medical Affairs 

Review InVivo Bioequivalence Studies 

Guidance Preparation 

Review Inactive Ingredient Issues 

Supervise Micro Function ., 

Perform Health Hazard Evaluation 

Evaluate Adverse Event Reports 



Frank 0. Holcombe, Ph.D. 
Associate Director for Chemis trv 

l OGD Application Audit/Office &al&y 
Control for CMC Review 

l Co-Chair for CMCCC 

l Provide .Recommendations to Office 
Director on CMC Issues / 



Rita HassaIl, BSN, MN ’ 
Special Assistant to the Director 

l Controlled Correspondence i 
CMC/Labeling/Immed. Office Issues 

l MAPPs and Guidances 

l Doug’s Day-to-Day Activities (Calls, 
Emails, Presentations 

l Office Action Items 

l Conjugated Estrogens 

l Lawsuits 
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CeCelia Parke, R.Ph. 
Special Assistant for Regulatory Policy 

l Controlled Correspondence - 
Bioequivalence 

l Citizen Petitions 

l Suitability Petitions 

l PET ” 

l 180 Day Exclusivity 

l Lawsuits 



Ruth A Warzala 
Computer Specialist (Lead) 

l ANDA Electronic Submissions Project 
Manager 

l ANDACOMIS Steering Committee 
Facilitator 

* Develop IT Special Projects & 
Procurements 

l OPS IT Committee Representative 
l Ad hoc Computer Support & Reporting 
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Citizen Petitions 
Cecelia Parke, R.Ph. 
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S&ability Petitions 
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Impact of the Pediatric Rule on 
Suitability Petitions 1 

l Petitionable Changes Affected: 
b Change in Dosage Form 
b Change in Route of Administration 
b Change in Active Ingredient in-a . 

Combination Drug 

l Changes in Strength are Not 
Affected by.the Pediatric Rule 



Impact of the Pediatric Rule on Suitability ” 
Petitions 

l Waivers of 
Granted If 

Pediatric Studies May Be 
the Proposed Product: 

‘Does not represent a meaningful 
therapeutic benefit over existing 
treatments 

AND 
As not likely to be used in a substantial 
number of pediatric patients 

l If a Waiver of Pediatric Studies is Denied, the 
Suitability Petition will be Denied. 
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